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whether or not the device is substan-
tially equivalent to a device in com-
mercial distribution. A request for ad-
ditional information will advise the
owner or operator that there is insuffi-
cient information contained in the
original premarket notification sub-
mission for the Commissioner to make
this determination and that the owner
or operator may either submit the re-
quested data or a new premarket noti-
fication containing the requested infor-
mation at least 90 days before the
owner or operator intends to market
the device, or submit a premarket ap-
proval application in accordance with
section 515 of the act. If the additional
information is not submitted within 30
days following the date of the request,
the Commissioner will consider the
premarket notification to be with-
drawn.

(Information collection requirements in this
section were approved by the Office of Man-
agement and Budget (OMB) and assigned
OMB control number 0910-0281)

[42 FR 42526, Aug. 23, 1977, as amended at 57
FR 18066, Apr. 28, 1992; 59 FR 64295, Dec. 14,
1994; 63 FR 5253, Feb. 2, 1998]

§807.90 Format of a premarket notifi-
cation submission.

Each premarket notification submis-
sion pursuant to this part shall be sub-
mitted in accordance with this section.
Each submission shall:

(a)(1) For devices regulated by the
Center for Devices and Radiological
Health, be addressed to the Food and
Drug Administration, Center for De-
vices and Radiological Health, Docu-
ment Mail Center, 10903 New Hamp-
shire Ave., Bldg. 66, rm. G609, Silver
Spring, MD 20993-0002.

(2) For devices regulated by the Cen-
ter for Biologics Evaluation and Re-
search, be addressed to the Document
Control Center (HFM-99), Center for
Biologics Evaluation and Research,
Food and Drug Administration, 1401
Rockville Pike, suite 200N, Rockville,
MD 20852-1448; or for devices regulated
by the Center for Drug Evaluation and
Research, be addressed to the Central
Document Room, Center for Drug Eval-
uation and Research, Food and Drug
Administration, 5901-B Ammendale
Rd., Beltsville, MD 20705-1266. Informa-
tion about devices regulated by the

74

21 CFR Ch. | (4-1-13 Edition)

Center for Biologics Evaluation and
Research is available at http:/
www.fda.gov/cber/dap/devist.htm on the
Internet.

(3) All inquiries regarding a pre-
market notification submission should
be in writing and sent to one of the ad-
dresses above.

(b) Be bound into a volume or vol-
umes, where necessary.

(c) Be submitted in duplicate on
standard size paper, including the
original and two copies of the cover
letter.

(d) Be submitted separately for each
product the manufacturer intends to
market.

(e) Designated ‘‘5610(k) Notification”
in the cover letter.

[42 FR 42526, Aug. 23, 1977, as amended at 53
FR 11252, Apr. 6, 1988; 55 FR 11169, Mar. 27,
1990; 656 FR 17137, Mar. 31, 2000; 70 FR 14986,
Mar. 24, 2005; 75 FR 20915, Apr. 22, 2010]

§807.92 Content and format of a 510(k)
summary.

(a) A 510(k) summary shall be in suf-
ficient detail to provide an under-
standing of the basis for a determina-
tion of substantial equivalence. FDA
will accept summaries as well as
amendments thereto until such time as
FDA issues a determination of substan-
tial equivalence. All 510(k) summaries
shall contain the following informa-
tion:

(1) The submitter’s name, address,
telephone number, a contact person,
and the date the summary was pre-
pared;

(2) The name of the device, including
the trade or proprietary name if appli-
cable, the common or usual name, and
the classification name, if known;

(3) An identification of the legally
marketed device to which the sub-
mitter claims equivalence. A legally
marketed device to which a new device
may be compared for a determination
regarding substantial equivalence is a
device that was legally marketed prior
to May 28, 1976, or a device which has
been reclassified from class III to class
II or I (the predicate), or a device
which has been found to be substan-
tially equivalent through the 510(k)
premarket notification process;
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(4) A description of the device that is
the subject of the premarket notifica-
tion submission, such as might be
found in the labeling or promotional
material for the device, including an
explanation of how the device func-
tions, the scientific concepts that form
the basis for the device, and the signifi-
cant physical and performance charac-
teristics of the device, such as device
design, material used, and physical
properties;

(5) A statement of the intended use of
the device that is the subject of the
premarket notification submission, in-
cluding a general description of the
diseases or conditions that the device
will diagnose, treat, prevent, cure, or
mitigate, including a description,
where appropriate, of the patient popu-
lation for which the device is intended.
If the indication statements are dif-
ferent from those of the legally mar-
keted device identified in paragraph
(a)(3) of this section, the 510(k) sum-
mary shall contain an explanation as
to why the differences are not critical
to the intended therapeutic, diag-
nostic, prosthetic, or surgical use of
the device, and why the differences do
not affect the safety and effectiveness
of the device when used as labeled; and

(6) If the device has the same techno-
logical characteristics (i.e., design, ma-
terial, chemical composition, energy
source) as the predicate device identi-
fied in paragraph (a)(3) of this section,
a summary of the technological char-
acteristics of the new device in com-
parison to those of the predicate de-
vice. If the device has different techno-
logical characteristics from the predi-
cate device, a summary of how the
technological characteristics of the de-
vice compare to a legally marketed de-
vice identified in paragraph (a)(3) of
this section.

(b) 510(k) summaries for those pre-
market submissions in which a deter-
mination of substantial equivalence is
also based on an assessment of per-
formance data shall contain the fol-
lowing information:

(1) A brief discussion of the nonclin-
ical tests submitted, referenced, or re-
lied on in the premarket notification
submission for a determination of sub-
stantial equivalence;
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(2) A brief discussion of the clinical
tests submitted, referenced, or relied
on in the premarket notification sub-
mission for a determination of substan-
tial equivalence. This discussion shall
include, where applicable, a description
of the subjects upon whom the device
was tested, a discussion of the safety or
effectiveness data obtained from the
testing, with specific reference to ad-
verse effects and complications, and
any other information from the clin-
ical testing relevant to a determina-
tion of substantial equivalence; and

(3) The conclusions drawn from the
nonclinical and clinical tests that dem-
onstrate that the device is as safe, as
effective, and performs as well as or
better than the legally marketed de-
vice identified in paragraph (a)(3) of
this section.

(¢c) The summary should be in a sepa-
rate section of the submission, begin-
ning on a new page and ending on a
page not shared with any other section
of the premarket notification submis-
sion, and should be clearly identified as
a ‘“‘5610(k) summary.”

(d) Any other information reasonably
deemed necessary by the agency.

[67 FR 18066, Apr. 28, 1992, as amended at 59
FR 64295, Dec. 14, 1994]

§807.93 Content and format of a 510(k)
statement.

(a)(1) A 510(k) statement submitted
as part of a premarket notification
shall state as follows:

I certify that, in my capacity as (the posi-
tion held in company by person required to
submit the premarket notification, pref-
erably the official correspondent in the
firm), of (company name), I will make avail-
able all information included in this pre-
market notification on safety and effective-
ness within 30 days of request by any person
if the device described in the premarket no-
tification submission is determined to be
substantially equivalent. The information I
agree to make available will be a duplicate
of the premarket notification submission, in-
cluding any adverse safety and effectiveness
information, but excluding all patient iden-
tifiers, and trade secret and confidential
commercial information, as defined in 21
CFR 20.61.

(2) The statement in paragraph (a)(1)
of this section should be signed by the
certifier, made on a separate page of
the premarket notification submission,
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